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To:  NDA 22-516 for Cymbalta® (duloxetine HCl) capsules, 20, 30,  60 mg 
From:  Danae Christodoulou, Ph.D. – PAL, ONDQA, DPA I, Branch II 
Through:  Prasad Peri, Ph.D. – Acting Branch Chief, ONDQA, DPA I, Branch II;  
 Don Henry, Project Manager, ONDQA 
Date:  March 10, 2010 
Subject:  NDA 22-516 – CMC recommendation 
 
CMC of the current NDA is supported by the previously approved NDAs 21-247 (anxiety 
disorder), 21-733 (diabetic neuropathy) and 22-148 (fibromyalgia), by Eli-Lilly.  
 
Review of the submitted Environmental Assessment was completed on November 2, 2009, by 
Emily McVey, Ph.D., and a FONSI was recommended. 
 
On March 15, 2010, the Office of Compliance issued an overall ACCEPTABLE 
cGMP recommendation for the NDA, based on profile of the currently used facilities 
(see attached EER summary report). 
 
There are no pending CMC issues with respect to this application and approval is recommended 
from a CMC perspective. 
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Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-22516 ORIG-1 ELI LILLY AND CO CYMBALTA
NDA-22516 GI-1 ELI LILLY AND CO CYMBALTA
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DANAE D CHRISTODOULOU
03/15/2010
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